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NACIONAL

Decreto Regulamentar Regional n.2 1/2022/A

Regidao Auténoma dos Acores - Presidéncia do Governo
Estabelece o regime de atribuicdo de incentivos a fixacao, aplicavel ao pessoal médico, na
Regido Auténoma dos Acores

Resolucdo da Assembleia Legislativa da Regido Autdnoma dos Acores n.2 1/2022/A

Regidao Auténoma dos Acgores - Assembleia Legislativa
Plano Regional de Saude Mental

17 a 21 de janeiro de 2022


https://dre.pt/dre/detalhe/decreto-regulamentar-regional/1-2022-177992988
https://dre.pt/dre/detalhe/resolucao-assembleia-legislativa-regiao-autonoma-acores/1-2022-177634372
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Despacho n.2 889/2022
Saude - Direcao-Geral da Saude
Nomeacao dos elementos a coadjuvar o diretor do programa prioritario para a area das
hepatites virais
ECONOMIAE P
TRANS|GAO Despacho n.2 806-A/2022
Fi Saude - Gabinetes da Ministra da Saude edo S tario de Estado d
DIGITAL, Tmangas e Saude abinetes da Ministra da Saude e do Secretario de Estado do
esouro
FINANCASE Designa os membros para exercer funcdes no conselho de administracao do Hospital de
SAl:lDE Loures
Despacho n.2 692/2022
Saude - Gabinete da Ministra
Designa o presidente e os membros do Conselho Nacional de Saude Mental
Publicacdo para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de Agosto -
pedidos de autorizacao de introdugdo no mercado de medicamentos genéricos.
Noticias
Comemoracdo do 292 Aniversario do Infarmed
INFARMED
EMA da garantias sobre a utilizacdo de vacinas mRNA durante a gravidez
Lanadelumab (Takhzyro): aprovado financiamento
292 Aniversario do INFARMED, |.P.
Normas e Circulares Normativas
DGS Norma n2 002/2020 de 16/03/2020 atualizada a 21/01/2022 | COVID-19:; Procedimentos
post mortem
Informacé&o de Detalhe do Procedimento 2022 / 40 | Medicamentos antirretroviricos para
SPMS o tratamento da infec&o por VIH

Informac&o de Detalhe do Procedimento 2022 / 56 | Meios de diagndstico - imagiologia
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https://dre.pt/dre/detalhe/despacho/889-2022-177993121
https://dre.pt/dre/detalhe/despacho/806-a-2022-177901589
https://dre.pt/dre/detalhe/despacho/692-2022-177730364
http://app.infarmed.pt/listpmg/default.aspx
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/5473317
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/5445543
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/5391741
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/5376177
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-n-0022020-de-16032020-pdf.aspx
https://www.catalogo.min-saude.pt/CEC/Publico/PubConcurso.aspx?SeqConc=590
https://www.catalogo.min-saude.pt/CEC/Publico/PubConcurso.aspx?SeqConc=582
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Medicinal Products for Human Use | Other: Instructor’s guide: How to evaluate a CT
application - CTIS Training Programme - Module 06 (updated)

Medicinal Products for Human Use | News and press releases: International requlators’
recommendations on COVID-19 vaccines and the Omicron variant

Medicinal Products for Veterinary Use | Other: EU Implementation Guide (IG) on
veterinary medicines product data in the Union Product Database - Chapter 7: Submission
of other post-authorisation data (updated)

Medicinal Products for Human Use | Regulatory and procedural guideline: List of
centrally authorised products requiring a notification of a change for update of
annexes (updated)

Medicinal Products for Veterinary Use | Committee meeting report: Monthly report on
application procedures, guidelines and related documents for veterinary medicines:
November 2021

Medicinal Products for Human Use | Committee meeting report: COMP meeting report
on the review of applications for orphan designation: December 2021 (updated)

Medicinal Products for Human Use | Human medicines European public assessment
report (EPAR): COVID-19 Vaccine Janssen, adenovirus type 26 encoding the SARS-CoV-2
spike glycoprotein (Ad26.COV2-S), COVID-19 virus infection, 11/03/2021, 16,

Authorised (updated)

Medicinal Products for Human Use | Other: Quick guide: How to search, view and
download a Clinical Trial and a Clinical Trial Application (authority) - CTIS Training
Programme - Module 15 (updated)

Medicinal Products for Human Use | Other: Instructor’s quide: Supervise a CT: corrective
measures - CTIS training programme - Module 14 (updated)

Medicinal Products for Human Use | Other: Step-by-step guide: Supervise a CT:
corrective measures - CTIS training programme - Module 14 (updated)

Medicinal Products for Human Use | Other: FAQs: Supervise a CT: corrective measures -
CTIS training programme - Module 14 (updated)

Medicinal Products for Human Use | Human medicines European public assessment
report (EPAR): Comirnaty, Single-stranded, 5'-capped messenger RNA produced using a
cell-free in vitro transcription from the corresponding DNA templates, encoding the viral
spike (S) protein of SARS-CoV-2, COVID-19 virus infection, 21/12/2020, 19,

Authorised (updated)

Medicinal Products for Human Use | Other: FAQs: How to search, view and download a
Clinical Trial and a Clinical Trial Application (authority) - CTIS Training Programme -
Module 15 (updated)

Medicinal Products for Human Use | Other: Instructor's guide: How to search, view and
download a Clinical Trial and a Clinical Trial Application (authority) - CTIS Training
Programme - Module 15 (updated)

Medicinal Products for Human Use | Other: Step-by-step guide: How to search, view
and download a Clinical Trial and a Clinical Trial Application (authority) - CTIS Training
Programme - Module 15 (updated)
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https://www.ema.europa.eu/documents/other/instructors-guide-how-evaluate-ct-application-ctis-training-programme-module-06_en.pdf
https://www.ema.europa.eu/en/news/international-regulators-recommendations-covid-19-vaccines-omicron-variant
https://www.ema.europa.eu/documents/other/eu-implementation-guide-ig-veterinary-medicines-product-data-union-product-database-chapter-7_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/list-centrally-authorised-products-requiring-notification-change-update-annexes_en.pdf
https://www.ema.europa.eu/documents/committee-report/monthly-report-application-procedures-guidelines-related-documents-veterinary-medicines-november_en-5.pdf
https://www.ema.europa.eu/documents/committee-report/comp-meeting-report-review-applications-orphan-designation-december-2021_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-janssen
https://www.ema.europa.eu/documents/other/quick-guide-how-search-view-download-clinical-trial-clinical-trial-application-authority-ctis_en.pdf
https://www.ema.europa.eu/documents/other/instructors-guide-supervise-ct-corrective-measures-ctis-training-programme-module-14_en.pdf
https://www.ema.europa.eu/documents/other/step-step-guide-supervise-ct-corrective-measures-ctis-training-programme-module-14_en.pdf
https://www.ema.europa.eu/documents/other/faqs-supervise-ct-corrective-measures-ctis-training-programme-module-14_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
https://www.ema.europa.eu/documents/other/faqs-how-search-view-download-clinical-trial-clinical-trial-application-authority-ctis-training_en.pdf
https://www.ema.europa.eu/documents/other/instructors-guide-how-search-view-download-clinical-trial-clinical-trial-application-authority-ctis_en.pdf
https://www.ema.europa.eu/documents/other/step-step-guide-how-search-view-download-clinical-trial-clinical-trial-application-authority-ctis_en.pdf
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Medicinal Products for Human Use | Other: Step-by-step guide: How to search, view
and download a Clinical Trial and a Clinical Trial Application (sponsors) - CTIS Training
Programme - Module 09

Medicinal Products for Human Use | Other: Quick guide: How to search, view and
download a Clinical Trial and a Clinical Trial Application (sponsors) - CTIS Training
Programme - Module 09 (updated)

Medicinal Products for Human Use | Other: Instructor's guide: How to search, view and
download a Clinical Trial and a Clinical Trial Application (sponsors) - CTIS Training
Programme - Module 09 (updated)

Medicinal Products for Human Use | Other: FAQs: How to search, view and download a
Clinical Trial and a Clinical Trial Application (sponsors) - CTIS Training Programme -
Module 09 (updated)

Medicinal Products for Veterinary Use | Union Pharmacovigilance Database: webinar on
signal detection and analysis, Online, 10:00-13:00 Amsterdam time (CET), from
23/11/2021 to 24/11/2021 (updated)

Medicinal Products for Human and Veterinary Use | Template or form: Submission form
- Repurposing pilot project for authorised medicines (updated)

Medicinal Products for Human Use | Other: Question and Answers on repurposing pilot
project on proposal for framework to support not-for-profit organisations and academia
in repurposing authorised medicines (updated)

Medicinal Products for Human Use | Minutes: CHMP PROM minutes for the meeting on
4 October 2021

Medicinal Products for Human Use | Minutes; CHMP PROM minutes for the meeting on
3 November 2021

Medicinal Products for Human Use | Agenda: CHMP PROM agenda for the meeting on 3
November 2021

Medicinal Products for Veterinary Use | Union Product Database: follow up webinar for
marketing authorisation holders, Online, 15:00 - 16:30 Amsterdam time (CET), from
25/01/2022 to 25/01/2022 (updated)

Medicinal Products for Human Use | Agenda: CHMP PROM agenda for the meeting on 4
October 2021

Medicinal Products for Human Use | Agenda: Agenda - CAT agenda of the 19-21
January 2021 meeting

Medicinal Products for Human Use | Other: Letter of Support for performing registry-
based post authorisation safety studies (PASS) in Multiple Sclerosis (MS) using data of the
Big MS Data Network (BMSD)

Medicinal Products for Veterinary Use | Worksharing of variations (veterinary medicines)

Medicinal Products for Veterinary Use | Variations requiring assessment (veterinary
medicines) (updated)
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https://www.ema.europa.eu/documents/other/step-step-guide-how-search-view-download-clinical-trial-clinical-trial-application-sponsors-ctis_en.pdf
https://www.ema.europa.eu/documents/other/quick-guide-how-search-view-download-clinical-trial-clinical-trial-application-sponsors-ctis_en.pdf
https://www.ema.europa.eu/documents/other/instructors-guide-how-search-view-download-clinical-trial-clinical-trial-application-sponsors-ctis_en.pdf
https://www.ema.europa.eu/documents/other/faqs-how-search-view-download-clinical-trial-clinical-trial-application-sponsors-ctis-training_en.pdf
https://www.ema.europa.eu/en/events/union-pharmacovigilance-database-webinar-signal-detection-analysis
https://www.ema.europa.eu/documents/template-form/submission-form-repurposing-pilot-project-authorised-medicines_en.docx
https://www.ema.europa.eu/documents/other/question-answers-repurposing-pilot-project-proposal-framework-support-not-profit-organisations_en.pdf
https://www.ema.europa.eu/documents/minutes/chmp-prom-minutes-meeting-4-october-2021_en.pdf
https://www.ema.europa.eu/documents/minutes/chmp-prom-minutes-meeting-3-november-2021_en.pdf
https://www.ema.europa.eu/documents/agenda/chmp-prom-agenda-meeting-3-november-2021_en.pdf
https://www.ema.europa.eu/en/events/union-product-database-follow-webinar-marketing-authorisation-holders
https://www.ema.europa.eu/documents/agenda/chmp-prom-agenda-meeting-4-october-2021_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-cat-agenda-19-21-january-2021-meeting_en.pdf
https://www.ema.europa.eu/documents/other/letter-support-performing-registry-based-post-authorisation-safety-studies-pass-multiple-sclerosis_en.pdf
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/variations/variations-guidance-under-veterinary-medicinal-products-regulation/worksharing-variations-veterinary-medicines
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/variations/variations-guidance-under-veterinary-medicinal-products-regulation/variations-requiring-assessment-veterinary-medicines
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Medicinal Products for Veterinary Use | Variations not requiring assessment (veterinary
medicines) (updated)

Medicinal Products for Veterinary Use | Variations not already listed (veterinary
medicines) (updated)

Medicinal Products for Veterinary Use | Variations: guidance under Regulation (EC) No
1234/2008 and Regulation (EU) No 712/2012 (updated)

Medicinal Products for Veterinary Use | Variations: guidance under the Veterinary
Medicinal Products Regulation (Regulation (EU) 2019/6) (updated)

Medicinal Products for Veterinary Use | Variations for veterinary medicines (updated)

Medicinal Products for Human Use | Other: Step-by-step guide: How to evaluate an
Additional MSC clinical trial application - CTIS Training Programme - Module 8

Medicinal Products for Human Use | Other: Step-by-step guide: How to evaluate a
Substantial Modification clinical trial application - CTIS Training Programme - Module 8

Medicinal Products for Human Use | Other: Instructor's guide: Supervise a Clinical Trial:
Ad Hoc Assessment - CTIS Training Programme - Module 17 (updated)

Medicinal Products for Human Use | Other: Step-by-step guide: Supervise a Clinical Trial:

Ad Hoc Assessment - CTIS Training Programme - Module 17 (updated)

Medicinal Products for Human Use | Other: FAQs: Supervise a Clinical Trial: Ad Hoc
Assessment - CTIS Training Programme - Module 17 (updated)

Medicinal Products for Human Use | Other: Quick guide - Part |l : How to evaluate an
Initial Clinical Trial Application: Assessment and Decision - CTIS Training Programme -
Module 08 (updated)

Medicinal Products for Human Use | Other: Quick guide - Part | : How to evaluate an
Initial Clinical Trial Application: Assessment and Decision - CTIS Training Programme -
Module 08 (updated)

Medicinal Products for Human Use | Other: Quick guide - Decision: How to evaluate an
Initial Clinical Trial Application: Assessment and Decision - CTIS Training Programme -
Module 08 (updated)

Medicinal Products for Human Use | Other: FAQs: How to evaluate an Initial Clinical Trial
Application: Assessment and Decision - CTIS Training Programme - Module 08 (updated)

Medicinal Products for Human Use | Other: Quick guide - Introduction: How to evaluate
an Initial Clinical Trial Application: Assessment and Decision - CTIS Training Programme -
Module O8 (updated)

Medicinal Products for Human Use | Other: Instructor's guide: How to evaluate an Initial
Clinical Trial Application: Assessment and Decision - CTIS Training Programme - Module

08 (updated

Medicinal Products for Veterinary Use | Regulatory and procedural
guideline: Recommended submission dates for veterinary medicinal products (updated)

Medicinal Products for Human and Veterinary Use | Scientific publications (updated)
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https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/variations/variations-guidance-under-veterinary-medicinal-products-regulation/variations-not-requiring-assessment-veterinary-medicines
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/variations/variations-guidance-under-veterinary-medicinal-products-regulation/variations-not-already-listed-veterinary-medicines
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/variations/variations-guidance-under-regulation-ec-no-1234-2008-regulation-eu-no-712-2012
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/variations/variations-guidance-under-veterinary-medicinal-products-regulation-regulation-eu-2019-6
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/variations-veterinary-medicines-0
https://www.ema.europa.eu/documents/other/step-step-guide-how-evaluate-additional-msc-clinical-trial-application-ctis-training-programme_en.pdf
https://www.ema.europa.eu/documents/other/step-step-guide-how-evaluate-substantial-modification-clinical-trial-application-ctis-training_en.pdf
https://www.ema.europa.eu/documents/other/instructors-guide-supervise-clinical-trial-ad-hoc-assessment-ctis-training-programme-module-17_en.pdf
https://www.ema.europa.eu/documents/other/step-step-guide-supervise-clinical-trial-ad-hoc-assessment-ctis-training-programme-module-17_en.pdf
https://www.ema.europa.eu/documents/other/faqs-supervise-clinical-trial-ad-hoc-assessment-ctis-training-programme-module-17_en.pdf
https://www.ema.europa.eu/documents/other/quick-guide-part-ii-how-evaluate-initial-clinical-trial-application-assessment-decision-ctis_en.pdf
https://www.ema.europa.eu/documents/other/quick-guide-part-i-how-evaluate-initial-clinical-trial-application-assessment-decision-ctis-training_en.pdf
https://www.ema.europa.eu/documents/other/quick-guide-decision-how-evaluate-initial-clinical-trial-application-assessment-decision-ctis_en.pdf
https://www.ema.europa.eu/documents/other/faqs-how-evaluate-initial-clinical-trial-application-assessment-decision-ctis-training-programme_en.pdf
https://www.ema.europa.eu/documents/other/quick-guide-introduction-how-evaluate-initial-clinical-trial-application-assessment-decision-ctis_en.pdf
https://www.ema.europa.eu/documents/other/instructors-guide-how-evaluate-initial-clinical-trial-application-assessment-decision-ctis-training_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/recommended-submission-dates-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/en/news-events/publications/scientific-publications
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Medicinal Products for Human Use | PRAC recommendation on signal: Signal
assessment report on myocarditis and pericarditis with Spikevax (previously COVID-19
Vaccine Moderna) - COVID-19 mRNA vaccine (hucleosidemodified)

Medicinal Products for Human Use | PRAC recommendation on signal: Signal
assessment report on myocarditis, pericarditis with Tozinameran (COVID-19 mRNA
vaccine (nucleosidemodified) — Comirnaty)

Medicinal Products for Human Use | European Medicines Agency (EMA) Patients’ and
Consumers' (PCWP) and Healthcare Professionals' (HCPWP) Working Parties joint
meeting, Online, from 02/03/2022 to 03/03/2022

Medicinal Products for Human Use | Agenda: CHMP PROM agenda for the meeting on 6
September 2021

Medicinal Products for Human Use | Minutes; CHMP PROM minutes for the meeting on
6 September 2021

Medicinal Products for Human Use | Minutes; CHMP PROM minutes for the meeting on
12 July 2021

Medicinal Products for Human Use | Agenda: CHMP PROM agenda for the meeting on
12 July 2021

Medicinal Products for Human and Veterinary Use | Management Board meeting: 7
October 2021, European Medicines Agency, Amsterdam, the Netherlands, from
07/10/2021 to 07/10/2021 (updated)

EMA Medicinal Products for Human and Veterinary Use | Minutes: Minutes of the 113th

meeting of the Management Board: 7 October 2021

Medicinal Products for Human Use | Clinical Trials Information System (CTIS) sponsor
end user training programme - June 2022, Online, 14:00 - 18:30 Amsterdam time (CET),
from 20/06/2022 to 23/06/2022

Medicinal Products for Human Use | Clinical Trials Information System (CTIS) sponsor
end user training programme - May 2022, Online, 09:00 - 13:30 Amsterdam time (CET),
from 10/05/2022 to 13/05/2022

Medicinal Products for Human Use | Agenda: Programme - Clinical Trials Information
System (CTIS) sponsor end user training programme - June 2022

Medicinal Products for Human Use | Agenda: Agenda - PDCO agenda of the 18-21
January 2022 meeting

Medicinal Products for Human Use | Clinical Trials Information System (CTIS) sponsor
end user training programme - April 2022, Online, 14:00 - 18:30 Amsterdam time (CET),
from 05/04/2022 to 08/04/2022

Medicinal Products for Human Use | Human medicines European public assessment
report (EPAR): Vaxzevria (previously COVID-19 Vaccine AstraZeneca), ChAdOx1-SARS-
COV-2, COVID-19 virus infection, 29/01/2021, 18, Authorised (updated)

Medicinal Products for Human Use | Agenda: Programme - Clinical Trials Information
System (CTIS) sponsor end user training programme - April 2022

: Minutes of the CAT meeting 6-8 October 2021
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https://www.ema.europa.eu/documents/prac-recommendation/signal-assessment-report-myocarditis-pericarditis-spikevax-previously-covid-19-vaccine-moderna-covid_en.pdf
https://www.ema.europa.eu/documents/prac-recommendation/signal-assessment-report-myocarditis-pericarditis-tozinameran-covid-19-mrna-vaccine_en.pdf
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-patients-consumers-pcwp-healthcare-professionals-hcpwp-working-parties-5
https://www.ema.europa.eu/documents/agenda/chmp-prom-agenda-meeting-6-september-2021_en.pdf
https://www.ema.europa.eu/documents/minutes/chmp-prom-minutes-meeting-6-september-2021_en.pdf
https://www.ema.europa.eu/documents/minutes/chmp-prom-minutes-meeting-12-july-2021_en.pdf
https://www.ema.europa.eu/documents/agenda/chmp-prom-agenda-meeting-12-july-2021_en.pdf
https://www.ema.europa.eu/en/events/management-board-meeting-7-october-2021
https://www.ema.europa.eu/documents/minutes/minutes-113th-meeting-management-board-7-october-2021_en.pdf
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-sponsor-end-user-training-programme-june-2022
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-sponsor-end-user-training-programme-may-2022
https://www.ema.europa.eu/documents/agenda/programme-clinical-trials-information-system-ctis-sponsor-end-user-training-programme-june-2022_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-pdco-agenda-18-21-january-2022-meeting_en.pdf
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-sponsor-end-user-training-programme-april-2022
https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria-previously-covid-19-vaccine-astrazeneca
https://www.ema.europa.eu/documents/agenda/programme-clinical-trials-information-system-ctis-sponsor-end-user-training-programme-april-2022_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-cat-meeting-6-8-october-2021_en.pdf
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Medicinal Products for Human Use | Clinical Trials Information System (CTIS) sponsor
end user training programme - March 2022, Online, 09:00 - 13:30 Amsterdam time (CET),

from 01/03/2022 to 04/03/2022

Medicinal Products for Human Use | Agenda: Programme - Clinical Trials Information
System (CTIS) sponsor end user training programme - March 2022

Medicinal Products for Human Use | News and press releases: COVID-19: latest safety
data provide reassurance about use of mMRNA vaccines during pregnancy

Medicinal Products for Veterinary Use | Agenda: Agenda - CVMP agenda of the 18-20
January 2022 meeting

Medicinal Products for Human Use | Other: Article 57 product data (updated)

Medicinal Products for Human Use | Agenda: Agenda - COMP agenda of the 18-20
January 2022 meeting

Medicinal Products for Human Use | Clinical Trials Information System (CTIS) sponsor
end user training programme - February 2022, Online, 09:00 - 13:30 Amsterdam time
(CET), from 15/02/2022 to 18/02/2022

Regulatory | Agenda: Regulatory science research needs (RSRN) launch event (updated)

Medicinal Products for Human Use | Agenda: Programme - Clinical Trials Information
System (CTIS) sponsor end user training programme - February 2022

Medicinal Products for Human Use | Human medicines European public assessment
report (EPAR): COVID-19 Vaccine Janssen, adenovirus type 26 encoding the SARS-CoV-2
spike glycoprotein (Ad26.COV2-S), COVID-19 virus infection, 11/03/2021, 15,

Authorised (updated)

Medicinal Products for Veterinary Use | Union Product Database: follow up webinar for
marketing authorisation holders, Online, from 25/01/2022 to 25/01/2022

Medicinal Products for Human Use | Clinical Trials Information System (CTIS) sponsor
end user training programme - January 2022, Online, 14:00 - 18:30 Amsterdam time
(CET), from 24/01/2022 to 27/01/2022 (updated)

Medicinal Products for Human Use | Agenda: Programme - Clinical Trials Information
System (CTIS) sponsor end user training programme - January 2022

Medicinal Products for Human Use | Regulatory and procedural
guideline: EudraVigilance registration manual (updated)

Medicinal Products for Human Use | EMA regular press briefing on COVID-19, Online,
16:00 - 16:30 Amsterdam time (CET), from 18/01/2022 to 18/01/2022

Medicinal Products for Human Use | Agenda: Regulatory science research needs (RSRN)
launch event (updated)

Medicinal Products for Human Use | News and press releases: Meeting highlights from
the Pharmacovigilance Risk Assessment Committee (PRAC) 10 - 13 January 2022
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https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-sponsor-end-user-training-programme-march-2022
https://www.ema.europa.eu/documents/agenda/programme-clinical-trials-information-system-ctis-sponsor-end-user-training-programme-march-2022_en.pdf
https://www.ema.europa.eu/en/news/covid-19-latest-safety-data-provide-reassurance-about-use-mrna-vaccines-during-pregnancy
https://www.ema.europa.eu/documents/agenda/agenda-cvmp-agenda-18-20-january-2022-meeting_en.pdf
https://www.ema.europa.eu/documents/other/article-57-product-data_en.xlsx
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